Supplementary file 4. Reference requirements per device
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G, Genuine brand-specific sample: a quality-assured genuine sample of the medicine under test, from the same
manufacturer and at the same dose.
R, Genuine non brand-specific sample: a quality-assured genuine sample of medicine containing the same API
and the same dose as the medicine under test, but which is not manufacturer-specific.
C, chemical reference standard: a highly-characterised, quality-assured specimen of the pure API.
N, None: no reference sample is required, but good practice requires use of a reference sample either brand-
specific or non brand-specific as a positive control.
‘Pre-loaded’ refers to the ability to acquire the reference data prior to the time of sample testing:
e M, Mandatory: the device requires the uploading of pre-recorded reference data prior to use
e O, Optional: pre-recorded reference data can be uploaded prior to use if desired, or the genuine sample
can be run at the same time as the test sample for comparison.
e NP, Not Possible — the device requires a brand/non brand-specific genuine sample to be run at the same
time as the test sample.
A spectral reference library consists of previously-recorded spectra of genuine samples.
A reference table of values consists of values from previous measurement of the reference, and stored either on
the instrument or in a separate location.




